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K102MI

«YTBEPXJEHA»
Mpuka3 PocaapaBHaasopa N2 2072-Mp/10 ot 16 mapTa 2010 r.
KPA N? 4205 ot 28.01.2010 r.

MHCTPYKUMA NO NPUMEHEHUIO HABOPA PEAFEHTOB
and AMMYHO®EPMEHTHOIO ONPEAENEHUA IgM AHTUTEN
K AHTUFTEHAM RUBELLA B CbIBOPOTKE (MJIA3BME) KPOBU
«Rubella IgM-N®A»

1. HABHAYEHMUE

1.1. Habop peareHtoB «Rubella IgM-U®A» npeaHasHayeH ANS KayeCTBEHHOrO
onpegeneHns KoHueHTpaumu IgM aHTuTen k aHTureHam Rubella B cbiBopoTke (nnasme)
KPOBM METOAOM TBepPA0(da3HOro MMMYHOMEPMEHTHOIO aHanmsa.

1.2. KpacHyxa (Rubella) - BupycHoe WHdeKUMOHHOe 3aboneBaHne, KoOTopoe
XapaKTepu3yeTcsl BbICbINAHUSMW Ha KOXe, reHepanunsvpoBaHHoN nuMdbageHonaTuen,
YMEpPEeHHOW MHTOKCUKaUMen U HemnpoAo/KUTENbHOW nuxopaakoin. Ob6bluHO 3aboneBaHue
rnpoTekaeT 6bICTpo U B nerkon cdopme. Ocoboe 3HaYeHUE KpacHYXM Kak MHGEKLMOHHOro
3aboneBaHMs CBA3aHO C OMACHOCTbIO TSXEsbIX OC/TOXHEHUI AN pebeHka, KoTopble MOryT
pa3BMBaTbCA NPU MHOULMPOBAHUM MaTepun B nepuoa 6epeMeHHOCT!.

1.3. B Buay TOro, 4to CMMMNTOMbl KpPaCHYXWM 4acTo Mano BblpaxeHbl, a B 30-50%
cnyyaeB 3abonieBaHue npoTekaeT 6€3 3aMeTHbIX MPOSIBMIEHWUN, BaXHOE 3HayeHue MMeT
nabopaTopHble MeToAbl ANArHOCTUKM STOM MHMDEKLMUN.

1.4. lNocne BakuMHaUMM, Kak U Npy NepBUYHOM MHPULMPOBAHUM BUPYCOM KPACHYXMU,
nepBbiMM B KPOBU MOSBASOTCS crneunduyeckne aHtutena IgM, koTopble SBRASOTCS
CBMAETENbCTBOM peniMkKauuMmM BuUpyca B OpraHusMe 4enoBeka. [locne 3apaxeHus
cneundunyeckme aHtutena IgM nosensawTcs Ha 3-5 CyTku nocne NosiBIEHUS BbICbIMAHWN,
a nocne BaKuMHaAUWM aHTUTEsNa 3TOro Kjacca HayMHaKT NosBNATbCSA Ha 3-4 Heaene u
NpUCYTCTBYIOT B KPOBW B TeYEHWe HecKoNbkux Hedenb. Crneumduyeckme aHtutena IgG
NosIBNSIOTCA B KPOBM Ha 7-10 CyTKM OT MOMEHTa KJIMHUYECKUX MPOSIBJIEHUI, AOCTUraloT
MakcMmyMma 4yepes 4-5 Hefenb M OCTAlOTCH Ha BbICOKOM YpPOBHE B T€YEHWe AJIUTENIbHOro
BpEMEHM.

1.5. HapexHbIM 0Ka3aTe1bCTBOM OCTPOMN KPACHYLLHOM UHMEKLUN SBASIETCS Hanuyme
B CbIBOPOTKE crieumdunyeckmx aHTuten IgM, KoTopble TakXe CYMTalTCs A0Ka3aTeslbCTBOM
BPOXAEHHOM KPAaCHYXW Y HOBOPOXAEHHbIX.

2. IPUHUUN PABOTbl HABOPA

OnpeneneHne IgM aHTUTEn Kk aHTMreHam Rubella OCHOBaHO Ha WCMONb30BaHUU
«C3HABMY»-BapunaHTa TBepAOda3HOro MMMyHOMEpPMEHTHOro aHanusa. Ha BHyTpeHHeWn
NMOBEPXHOCTU JIYHOK MraHweTa MMMO6MNIN30BaHbl MOHOKJIOHasNbHble aHTUTena k IgM.
AHTUTEeNa n3 obpasua cBsA3bIBalOTCA C aHTUTENamMm k IgM Ha TBepaoii hase. O6pasoBaBLUKIiCS
KOMMIEKC BbISBSIOT C MOMOLLbI KOHblOrata aHTureHa Rubella ¢ nepokcmnaason xpeHa. B
pe3ynbTate obpasyeTcs CBA3aHHbINM C NAACTUKOM «C3HABUY», COAEpPXalUni nepokcuaasy.
Bo BpeMs MHKyb6auuu C pacTBOpoM cybcTpaTa TeTpameTunbeHsmanHa (TMB) npoucxoauT
OKpallMBaHWEe pacTBOPOB B JlyHKax. MHTEHCMBHOCTb OKpacku MpsiMO MPOMOpLMOHabHa
KOHUeHTpaumn IgM aHTuTEen Kk aHTureHam Rubella B unccnegyemom obpasue. UHpekc
nosutnusHoctn (UM, %) IgM aHTuTen k aHTMreHam Rubella B unccneayembix obpasuax
paccuuTbiBaeTcs No Gopmysne, NpUBeAeHHON B MHCTPYKLMW.
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3. AHAJIMTUYECKUE XAPAKTEPUCTUKHU

3.1. CneumcpmnUYHOCTb U YyBCTBUTENbHOCTb. Habop peareHToB «Rubella IgM-NDA»
onpeaensieT KOMMepYecKyo naHesnb cbiBOpoTok Anti-Rubella Mixed Titer Performance Panel
PTR201 npoussoactea Boston Biomedica Company (CLLA) B COOTBETCTBUM C NACMOPTHbIMMU
AaHHBIMU 1 KOPPENUpYyeT CO 3HaYeHUAMM, NOoSTyYEeHHbIMU Ha Habope peareHToB Abbott EIA
Rubella-IgM (lot 06143M100). MaHenb COAEPXUT 5 MONOXUTENbHBIX U 22 OTPULLATENbHbIX
obpasuos. [lpu wuccnepoBaHuM cneumdryHOCTM C  UCMonb3oBaHMeM 55 CbIBOPOTOK,
oTpuuaTenbHbiXx Ha IgM aHTuTena Kk aHTureHam Rubella Ha Habopax peareHToB DiaSorin
(MTanusa) n NovaTec (F'epmaHust), Bce obpa3ubl HbiIN onpeaeneHbl Kak oTpuLaTesnbHble.

3.2. Bocnpon3BoaMMOCTb.

KoadduumeHT Bapuaummn pesynbTaToB onpefeneHns coaepxaHus IgM  aHTuten
K aHTureHam Rubella B ogHOM u TOM e o6pa3ue CbIBOPOTKM (MNnasMbl) KpOBM
c ucnonb3oBaHneM Habopa «Rubella IgM-U®A» He npeBbiwaeT 8,0%.

Koadduument sapuaumm (CV) ana obpasuos, U3MepeHHbIX Ha ABYX cepusix Habopa
peareHToB «Rubella IgM-UOA» (Intra-assay)

06paszeu, N° Kon-Bo noBTopoB 3Hauenue, O cpepHan w1, % V2, %
1 32 0.598 6.7 5.8
2 32 1.732 6.1 4.8

KoadduumeHt Bapmauum (CV) ans obpasuos, U3MEpPEHHbIX Ha O4HOW cepun Habopa
peareHToB «Rubella IgM-UDA» B TeueHune Tpex AHewn (Inter-assay)

06paszeu, N° Kon-Bo noBTopoB 3HaueHue, Ol cpepHan V1, %
1 8 0.631 7.1
2 8 1.82 5.2
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4. COCTAB HABOPA

KoM#::enra CumBon HaumeHoBaHue Kon-Bo | Eg. Onucanue
MnaHwer 96-n1yHOYHbIN
MOJINCTUPOSIOBLIN, _
1 [P10OMZ SORB MTP CTPUMNPOBAHHBIA, 1 LT
roToB K MCMOJIb30BaHUIO
KOHTpONbHbIE CbIBOPOTKU
(oTpuuaTenbHbIN npospayHas
M MOJIOXUTESNbHbIA KOHTPON) 6ecuBeTHas
_ |Ha ocHOBE CbIBOPOTKM KPOBU XUAKOCTb U
2 gyllgzzmzz g8m$58t+ yenoBeKa C U3BECTHbIM 2 WT. | npo3payvyHas
copepxaHuem IgM aHTuTen XXUAKOCTb
K aHTureHam Rubella, rotosbl KpacHoro
K ncnone3zosanuio (0.5 mn uBeta
1 0.2 MN COOTBETCTBEHHO)
npospayHas
KoHblorar, rotos K XXUAKOCTb
3 |T102Mz CONJ HRP ncrnonb3oBanuio (11 mn) 1 W KpacHoro
uBeTa
npospayHas
UDA-Bydep, rotos
4 |S011z DIL ! 1 . XKMAKOCTb
K ncnonb3oBaHuio (11 mn) CMHero LBeTa
PacTBop cy6cTpara
npo3payHasi
5 [R0O55Z SUBS TMB {?&%ﬁ“ﬁ;’(‘)’;se"3““““a 1 |wr.| 6ecusetHas
1
K ncnonb3oBaHuio (11 mn) HAAKOCTE
BUF WASH KoHLleHTpaT OTMbIBOYHOIO npospayHas
6 |S008z 21X pacTtBopa, 21x-KpaTHbI 1 wT.| 6ecuseTHas
(22 mn) XKNAKOCTb
npospayHas
Cton-peareHT, rotos
7 |R0502 STOP ! 1 wT. | 6ecuseTHas
K ncnonb3oBaHuio (11 mn) KNIKOCTD
Bymara ans 3aknenBaHus _
8 |NOO03 nnanweTa 2 |wT.
WNHCTPYKLMS MO NPUMEHEHNIO
9 |K102MI Habopa peareHToB 1 LT, -
«Rubella IgM-UOA»
[MacnopT KOHTPONSA KayecTea
10 |K102MQ Habopa peareHToB 1 . -
«Rubella IgM-NOA»
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XEMA

5. MEPbI MPEAOCTOPOXHOCTHU

5.1. lNMoTeHunanbHbIM puck npuMmeHeHns Habopa — knacc 26 (FTOCT P 51609-2000).

5.2. Bce KOMMOHeHTbl Habopa, 3a uckaoueHueMm cton-peareHta (5,0% pactsBop
CEpPHOM KNC/OTbI), B MCMNOJIb3YEeMbIX KOHLUEHTPaUMAX SBASAIOTCS HETOKCUYHbIMU.

PacTBop cepHoOli KUCOTbI 06M1aAaeT pasapaxkatolmm gencremeM. Ns3beratb pasbpbi3rmBa-
HUSA 1M NOMNafaHus Ha KOXY U ClmM3ncTble. [Mpy nonagaHum Ha KOXY W C/IM3UCTblE NMOPaXKEHHbIN
y4acTok cnefyeT NpoMbITb 60/bLLIMM KOIMYECTBOM MPOTOYHONM BOAbI.

5.3. lNpu pabote ¢ Habopom cnepnyer cobntopaTtb «lpaBuna yCTPOMCTBA, TEXHWUKWU
6e30nmacHOCTX, MPOU3BOACTBEHHOM  CaHWTapuu, MNPOTUBO3MUAEMUYECKOrO  pexuMa
W NUYHOW rurmeHbl npu paborte B nabopatopusx (OoTAeneHusX, oTAenax) CaHUTapHO-
3NUAEMUONIOTNYECKNX YUpPEeXAEHUN cucTeMbl MUHUCTepcTBa 34paBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote c Habopom cneayetr HaaeBaTb OAHOpPa3OBble pe3VMHOBblE WK
Nni1acTMKOBblE Mep4YyaTku, Tak Kak obpasubl KPOBWM YenioBeKa CreAyeT paccMaTpuBaTth Kak
noTeHUnanbHO MHMULUUPOBAHHbIA MaTepuas, CroCObHbIN ANMTEeNbHOE BPEMS COXPaHsSTb U
nepenasatb BUY, Bupyc renatuta nnv nobon Apyror Bo36yanTenb BUPYCHOM MHMEKLNN.

6. OBOPYOBAHME U MATEPWUAJ1bI,
HEOBXOAUMBbIE NPU PABOTE C HABOPOM

- (oTOMETp BEPTUKANILHOIO CKAHWUPOBAHWS, MO3BOJISAKOLWNIA U3MEPSTb OMTUUYECKYHD
MJIOTHOCTb COAEPXUMOr0 JIYHOK MaHLeTa npu AnnHe BosHbl 450 HM;

- TepMocCTaT, noaaepxusatowmii Temnepatypy +37 °C £0,1 °C

- [03aTopbl CO CMEHHbIMWM HaKOHEeYHWKaMu, Mo3Bofsowme oTbupaTb 06beMbI
B Anana3oHe 10-250 mkn;

- UMAMHAP MEpHbIN BMecTMMOoCTbio 500 Mn;

- BOAa AUCTUNNMPOBAHHAs;

- nepyaTku pe3nHOBble UM M1aCTUKOBbIE;

- bymara dunbTpoBanbHas.

7. NOArOoTOBKA PEATEHTOB A1 AHAJIN3A

7.1. Nepen npoBeaeHWeM aHanuMsa KOMMOHeHTbl Habopa u nccneayemble obpasubl
CbIBOPOTKM (Mna3Mbl) KpOBM crnefyeT BblAepXaTb MpU  KOMHATHOW TemnepaType
(+18...425 °C) He MeHee 30 MUH.

7.2. MNpurortosneHue rnJiaHwera.

BCKpbITb MakeT € MJaHWEeTOM M yCTaHOBWUTb Ha paMKy HeobxoAmMoe KOIMYecTBO
ctpunoB. OcTaBlUMecs HENCMNOb30BaHHbIMU CTPUMbI, YTOObI NPefoTBpPaTUTbL BO3AENCTBME
Ha HMX BNaru, TwaTtenbHO 3aKnentb bymMaron Ans 3akneMBaHWs NAaHWeTa U XpaHuTb Mpu
Temnepatype +2...+8 °C B TeueHune Bcero cpoka rogHoctn Habopa.

7.3. NMpurortosBsieHne OTMbIBOYHOro pacrsopa.

Copepxxvmoe (pylakoHa C KOHLIEHTPATOM OTMbIBOYHOrO pacteopa (22 M), nepeHecTu
B MEpHbIA UuMAnMHAP BMecTuMocTbio 500 ™Mn, pobaButb 440 MN AUCTUAAMPOBAHHOWM
BOAbl W TlWaTeNbHO nepemewaTb. B cnyyae gpobHoro ncnonb3osaHua Habopa cnepyet
oTobpaTb HeobxoAMMOe KOMMYECTBO KOHLIEHTpaTa OTMbIBOYHOrO pacTBOpa W pasBecTu
anctunnuposaHHon Bogon B 21 pa3 (1 MA KOHUEHTpaTa OTMbIBOYHOrO pacTeopa
+ 20 MA AUCTUNNMPOBAHHON BOAbI).
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8. YC/NNIOBUA XPAHEHUA N SKCIMJTYATALIUN HABOPA

8.1. Habop peareHtoB «Rubella IgM-UDA» pomkeH XpaHUTbCA B ynakoBKe
npeanpuaTUsa-nM3roToBuTeNs Nnpu temnepatype +2...4+8 °C B TeyeHne BCero cpoka rogHocCTu,
yKasaHHOro Ha ynakoske Habopa

[onyckaeTcsi xpaHeHue (TpaHcriopTupoBka) Habopa npu Temnepatype ao +25 °C
He 6onee 5 cyTok

8.2. Habop paccumTaH Ha npoBeAeHWe aHanu3a B AybaukaTtax 46 uccneayemblx
06pa3uoB 1 2 Npob KOHTPOSIbLHOWM CbIBOPOTKM (BCEro 96 onpeaeneHui).

8.3. B cnyuyae pgpobHoro ucnonb3oBaHusi Habopa KOMMOHEHTblI creayeT XpaHuTb
cnepyoowmm obpasom:

- OCTaBLUMECS HEUCMoJib30BaHHbIMKU CTPUMbl HEO6X0AMMO TLATesbHO 3aKIeuTb

6ymaron ana 3aknemBaHWS MAAHLIETa WU XpaHUTb npu Temnepartype +2..+8 °C
B TeUeHue BCero cpoka rogHoctn Habopa;

- WOA-bydep, koHblorat, cybcTpaT, CTOM-peareHT nocne BCKpbITUSA (IakOHOB
cnefyeT XpaHuTb Npu Temnepatype +2..+8 °C B TeueHue BCero cpoka rogHoCTu
Habopa;

- KOHTpOJIbHble CbIBOPOTKM TMOCM€E BCKPbITUS (NakoHOB cnefyeT XpaHuTb MNpu
TemnepaTtype +2...+8 °C He 6onee 2 Mecsiues

- OCTaBLUMNCSA HEUCMNOJIb30BaHHbIM KOHLIEHTpPAT OTMbIBOYHOIO pacTBopa creayet
XpaHuTb Npu Temnepatype +2...+8 °C B TeyeHune Bcero cpoka rogHoctn Habopa.

- TMPUroTOB/IEHHbIW OTMbIBOYHbIA pacTBOp cfleAyeT XpaHWTb TMpuv  KOMHaTHOM
Temnepatype (+18...+25 °C) He 6onee 5 cyTok unm npu Temnepatype +2...+8 °C
He 6onee 30 cyToK;

MpumeyaHne. locne WCMONb30BaHUA peareHTa HeMeAJ/IeHHO 3aKpbiBaWTe KPpbIWKYy

hnakoHa. 3akpblBanTe Kaxablt hflakoH CBOEN KPbILLKOW.

8.4. [InA npoBeAeHUs aHanv3a He cneayeT WCNonb30BaTb TEMOSIM3UPOBAHHYIO,
MYTHYIO CbIBOPOTKY (MlasMy) KpOBM, @ TakXe CbIBOPOTKY (MaasMy) KpoOBM, COAEpKaLlyto
asug HaTpus.

Ecnu aHanus npousBoauTCS He B AeHb B3SiTUS KPOBW, CbIBOPOTKY (Mna3sMmy) cnegyet
XpaHuTb npu Temnepatype -20 °C. [OBTOpHOE 3aMOpaXmBaHue-oTTaMBaHue o6pa3LoB
CbIBOPOTKM (Ma1a3Mbl) KPOBU He AomnycKaeTcs.

8.5. NcknioyaeTcsa ncnonb3oBaHne Ang aHanvsa o6pasLoB CbiIBOPOTKM (M1a3Mbl) KPOBK
noen, NoayyasBlWwmnX B Lensix AMarHoCTUKU WKW Tepanuu npenapaTbl, B COCTaB KOTOPbIX
BXOAAT MbIWWHbIE aHTUTENA.

8.6. [N nonyyeHusi HaZeXHbIX pe3ynbTaToB HeobxoAuMO CcTporoe cobnoaeHue
WNHcTpyKkunmn no npumeHeHnto Habopa.

8.7. [onyckaeTcs npoBeAeHWe aHanu3a B MOHOMAMKaTax Mpu  MCMNoJSib30BaHUK
aBTOMATUYECKOro Uan NoslyaBTOMaTUYECKOro aHanm3aTopoB.

9. NPOBEAEHUE AHAJIN3A

1 [MomecTuTe B paMKy Heo6XoAMMOe KOMMYECTBO CTPUMOB - uccneayemblie obpasubl
B 2 MOBTOPax M 4 JIYHKN ANS KOHTPOJbHbIX CbIBOPOTOK (OTpuUaTenbHbli KOHTPOb
3 nyHKU, [ON0XUTENBbHbIN KOHTPOb 1 NyHKa)

2 |BHecuTe BO Bce JiyHkM niaHwerta no 90 mxkn UPA-bBydepa.

3 |BHecuTe B COOTBETCTBYIOWME NIYHKMN B Ay6nnkatax mno 10 MKA KOHTPOJIbHbIX
CbIBOPOTOK. B ocTanbHble NyHKM BHecuTe B aybnukatax no 10 Mk nccnepyembix
06pasyoB CbiIBOPOTKMU (NJia3Mbl) KPOBMU.

4 |BHUMAHUE! TMpun BHeceHun 06pasLioB CbIBOPOTKM (MnasMbl) KPOBW MPOUCXOAUT
M3MeHeHue LBeTa pacTsopa.
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AKKypaTHO MepeMellainTe CcoAepXMMoe MnaHWweTa KpyroBbIMW ABUXEHUSMU MO
rOpu3oHTaNbHOW MOBEPXHOCTU, 3aknenTe nnaHweTr 6ymarol Ans 3akiemBaHus
nnaHweTta. UHKy6upyiite nnaHwer B TeyeHne 60 MUHYT nMpu TeMmnepartype
+37 °C.

Mo oKOHYaHWUM MHKybauuu yaanuTe COAEPXUMOE JIYHOK acnupauunen (Hanpumep,
C MOMOLLbIO BOAOCTPYMHOr0 Hacoca) uin AekaHTUpoBaHWEM M OTMOMTE IyHkM 3 pasa.
Mpu kaxaown oTMbiBKe Aob6aBbTe BO BCE JIyHKM MO 250 MKA OTMbIBOYHOrO pacTesopa
(cM. n. 7.3), BCTPSIXHUTE MNNAHLWET KPYroBbIMW ABUXEHWUAMU MO FOPU3OHTaIbHOW
NOBEPXHOCTU C Mnocneaylower acnupauven wamM [eKaHTUpoBaHMeM. 3ajepxka
npu oTMbIBKe (3aMaumBaHue SlyHOK) He TpebyeTcs. MNpu KaxaoM AeKaHTUPOBaHWUM
Heo6X0AMMO TLATENbHO yAaNnAaTb OCTaTKMN XUAKOCTU U3 JTYHOK.

BHecuTe BO Bce NIyHkM no 100 MKN KOHblOrara.

3aknenTe nnaHwet 6ymaroi ANs 3akfeMBaHMs MaHweTa M UHKY6upyiite ero
B TeueHue 30 MMHYT npmu TemnepaTtype +37 °C.

Mo OKOHYaHUW MHKYBauuKn yaanuTe COAEPXKMMOE TYHOK 1 OTMOWUTE NYHKMU 5 pas.

10

BHecute BO Bce nyHkum no 100 mkn pacrtBopa cy6crpara Terpamerun-
6eH3mnauHa. BHeceHue pacTtBopa cybcTpaTa TeTpameTunbeHsnauHa B JYHKU
Heo6Xxo04MMO NMPOMU3BECTU B TedyeHne 2-3 MUH. UHKYy6upyiTe niaHLWeT B TEMHOTE
npu kKoMHaTtHoW Temnepatype (+18...+25°C) B TeueHme 10-20 MUHYT
B 3aBMCMMOCTW OT CTEMEHN pasBUTUS CUHEro OKPaLUMBaHUS.

11

BHecuTe BO BCe NNYHKM C TOW >Xe& CKOPOCTbIO M B TOW Xe MociefoBaTeNbHOCTU, Kak
1 pacTtBop cybcrtpaTta TeTpamMmeTunbeHsmamHa, no 100 Mk cTon-peareHTa, Npu 3ToM
COAEPXKMMOE NTYHOK OKPaLUMBAETCS B APKO-XXenTbIi LBET.

12

U3MepbTe BeMUMHY onTuYeckoi msoTtHoctu (Of) coaepXMMOro JSyHOK
nnaHwera Ha QOoToMeTpe BepTUKANIbHON0 CKaHWMPOBaHWUS MNPWU [AJIMHE BOJIHbI
450 HM. M3mepeHue Ol coaep>XMMOro JSiyHOK MaHweTa Heob6XxoAMMO Mpou3BecTu
B TedyeHue 15 MWH nocne BHeCeHus CTon-peareHTa. bnaHk ¢oToMeTpa BbiCTaBnanTe
o BO3A4yXy.

13

PaccuuTtaiTte cogep>xaHue IgM aHTuTen k aHtureHam Rubella B uccnegyembix
obpasuax. [na sToro:
1. PaccuuTarite cpegHee 3HauveHmne Ol OTpuLATENbHOIO KOHTPOS:

On (CN102MZ)Cp = (OMN1 (CN102MZ)+0rM2 (CN102MZ)+0rM3 (CN102MZ2)) / 3;
PesynbTaTbl aHann3a cunTaTbh LOCTOBEPHbLIMU, €CN
- O MonoXnTenbHOro KOHTponsa He HMxe 1.5 onTuyecknx eanHmy (OE)
- ON OTpuuatenbHOro KOHTpons He Bbiwe 0.15 OE BO Bcex NyHKax
2. PaccuuTaiTe ypoBeHb rpaHuU4yHOro 3HaudeHusa Cut off, gna 3toro kK cpegHemy
3HayeHuto Ol OTpuuaTenbHOro KoHTpons npmubasbTe 0.2

Cut off = O (CN102MZ)Cp + 0.2
3. PaccuuTairite Haekc MosmntneHoctu (UM, %) ana kaxxaoro nccneayemoro obpasua,
onsa atoro Ol obpasua pasaenute Ha 3HadyeHne Cut off

UN = OMNo6pasuya / Cut off
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10. OOKWAAEMbIE 3HAYEHNA N HOPMbI

10.1. OcHOBbIBasACb Ha pe3yfbTaTax WccienoBaHui, nposeaeHHbix 000 «XEMA»,
peKoMeHAyeM Mosib30BaTbCst HOPMaMu, NpUBEAEHHbIMU HMXE. BMecTe c TeM, B COOTBETCTBUM
c npasunamu GLP (Xopower nabopaTopHOlM MNpakTUKn), Kaxaas nabopatopus [oskKHa
cama onpeaenuTb napameTpbl HOPMbI, XapaKTepHble Ans ob6cneayeMor nonynsaunu.

UHTepnpeTauus pe3ynbTaToB:
Mpu UMN>1.1 o6pasey NONOXKUTENbHbIN,
npu UMN<0.9 - oTpuLaTesibHbIN.

Mpu 3HaueHnm UMM, nexawem B npomexyTke oT 0.91 a0 1.09 - pe3ynbTaTt B NOrpaHnYHoOM
30He (+/-).

Takne CbIBOPOTKM peKOMeHAYyeTCs uccneaoBaTb MOBTOPHO. ECnuM  MOBTOPHbIN
NMosyYeHHbI pe3ynbTaT byAeT HeonpedeneHHbIM, TO CnefyeT MpoBeCcTU TeCTUpOBaHue
CbIBOPOTKM, MOSlyYeHHON 4yepe3 2-4 Hepjenu. B cnyyae nonyyeHus HeonpeaeneHHbix
pe3ynbTaToB Takue 06pasLbl cynTaTb OTPULLATENbHBIMU.

11. INTEPATYPA
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2. Knox E.G. Theoretical aspects of rubella vaccination // Rev. Infect. Dis. — 1985 - v.7 -
p.194-197

3. Tischer A., Gerike E. Immune response after primary ad revaccination with different
combined vaccines against measles, mumps, rubella // Vaccine - 2000 - v.18 - p.1382-
1392

4. WHO. Guidelines for surveillance of CRS and Rubella // WHO, 1999 - 92 p.

5. Zimmerman L. Chapter 11: Rubella // VPD Surveillance Manual, 3rd edition - 2002 -
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Mo BonpocaMm, kacatowmmcs kayectsa Habopa «Rubella IgM-U®DA >,
cnepyet obpawaTtbcs B OO0 «XEMA» no agpecy:

105043, MockBa, a/sa 58,

Ten./dakc: (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHanbHbIN)

3M1eKTPOHHana noyTta: info@xema.ru; rqc@xema.ru
VMHTEPHET: Www.Xema.ru; www.xema-medica.com

Pykosoautenb cnyx6bl knneHTckoro cepsmca OO0 «XEMA»,
K. 6. H. . C. KocTpukuH
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Instruction for use

A solid-phase enzyme immunoassay
for the qualitative determination of IgM antibodies
to Rubella in human serum or plasma

1. INTENDED USE

A solid-phase enzyme immunoassay for the qualitative determination of IgM antibodies
to Rubella in serum or plasma.

This kit is designed for measurement of IgM antibodies to Rubella in serum or plasma.
For possibility of use with other sample types, please, refer to Application Notes (on
request). The kit contains reagents sufficient for 96 determinations and allows to analyze
46 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

Measles (Rubella) is a viral infection characterized by skin rash, generalized
lymhadenopathy, a moderate intoxication and a short-term fever. Usually, the disease has
a mild course and resolves shortly. The importance of measles as an infectious disease is
caused by severe consequences for a fetus in case of maternal infection during pregnancy.

Importance of laboratory diagnostics of measles is stressed by the fact that the
symptoms of the disease are often mild - moreover, in 30-50% of cases they are occult.

Both after vaccination and after a primary infection by Rubella virus, specific IgM
antibodies are the first to appear and being indicative of viral replication in the human body.
Following infection, Rubella-specific IgM in blood appear on day 3-5 after development of
skin rash, while following vaccination they appear in 3-4 weeks and may be found during
several weeks. Rubella-specific IgG appear on day 7-10 after development of clinical
symptoms, reach their maximum in 4-5 weeks and remain in high titer during a long time.

Rubella-specific IgM is a reliable sign of an acute Rubella infection as well as a proof
of an intra-uterine infection in newborns.

3. PRINCIPLE OF THE TEST

This test is based on two-site sandwich enzyme immunoassay principle. Tested
specimen is placed into the microwells coated by murine monoclonal antibodies to IgM.
Antibodies from the specimen bind coated murine monoclonal antibodies to IgM on the
microwell surface. Unbound material is removed by washing procedure. Rubella, labelled
with peroxidase enzyme, is then added into the microwells. After subsequent washing
procedure, the remaining enzymatic activity bound to the microwell surface is detected
and quantified by addition of chromogen-substrate mixture, stop solution and photometry
at 450 nm. Positivity index (PI, %) is calculated by the formula (see Calculations). Optical
density in the microwell is directly related to the quantity of the measured analyte in the
specimen.
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4. WARNINGS AND PRECAUTIONS

4.1. For professional use only.

4.2, This kit is intended for in vitro diagnostic use only.

4.3. INFECTION HAZARD: There is no available test methods that can absolutely
assure that Hepatitis B and C viruses, HIV-1/2, or other infectious agents are not
present in the reagents of this kit. All human products, including patient samples, should
be considered potentially infectious. Handling and disposal should be in accordance
with the procedures defined by an appropriate national biohazard safety guidelines
or regulations.

4.4. Avoid contact with stop solution containing 5,0% H2SO04. It may cause skin
irritation and burns.

4.5. Wear disposable latex gloves when handling specimens and reagents. Microbial
contamination of reagents may give false results.

4.6. Do not use the kit beyond the expiration date.

4.7. All indicated volumes have to be performed according to the protocol. Optimal
test results are only obtained when using calibrated pipettes and microplate readers.

4.8. Do not smoke, eat, drink or apply cosmetics in areas where specimens or kit
reagents are handled.

4.9. Chemicals and prepared or used reagents have to be treated as hazardous waste
according to the national biohazard safety guidelines or regulations.

4.10. Do not mix reagents from different lots.

4.11. Replace caps on reagents immediately. Do not swap caps.

4.12. Do not pipette reagents by mouth.

4.13. Specimens must not contain any AZIDE compounds - they inhibit activity
of peroxidase.

4.14. Safety Data Sheet for this product is available upon request directly from XEMA
Co., Ltd.

4.15. The Safety Data Sheet fit the requirements of EU Guideline 91/155 EC.
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5.2. Equipment and material required but not provided

— Distilled or deionized water;

- Automatic or semiautomatic multichannel micropipettes, 100-250 ul, is useful
but not essential;

- Calibrated micropipettes with variable volume, range volume 25-250 pl;

- Dry thermostat for +37 °C £0.1 °C

- Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0

5.3. Storage and stability of the Kit

Store the whole kit at +2...+8 °C upon receipt until the expiration date.

After opening the pouch keep unused microtiter wells TIGHTLY SEALED BY ADHESIVE

TAPE (INCLUDED) to minimize exposure to moisture.

6. SPECIMEN COLLECTION AND STORAGE

This kit is intended for use with serum or plasma (ACD- or heparinized). Grossly
hemolytic, lipemic, or turbid samples should be avoided.

Specimens may be stored for up to 48 hours at +2...4+8 °C before testing. For a longer
storage, the specimens should be frozen at -20 °C or lower. Repeated freezing/thawing
should be avoided.

7. TEST PROCEDURE

7.1. Reagent Preparation

- All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18...+25 °C) before use.

- All reagents should be mixed by gentle inversion or vortexing prior to use. Avoid
foam formation.

- It is recommended to spin down shortly the tubes with calibrators on low speed
centrifuge.

- Prepare washing solution from the concentrate BUF WASH 21X by 21 dilutions
in distilled water.

7.2. Procedural Note:

It is recommended that pipetting of all calibrators and samples should be completed

within 3 minutes.

7.3. Assay flowchart

See the example of calibration graphic in Quality Control data sheet.

7.4. Alternative units:

7.5. Assay procedure
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1 | Put the desired number of microstrips into the frame; allocate 4 wells for control
samples CONTROL -, CONTROL + (3 and 1 wells resp.) and two wells for each
unknown sample. DO NOT REMOVE ADHESIVE SEALING TAPE FROM UNUSED
STRIPS.

Pipet 90 ul of EIA buffer into each well.

3 | Pipet 10 pl of control samples CONTROL -, CONTROL + and unknown samples into
the wells. Cover the wells by plate adhesive tape (included into the kit).

4 | Incubate 60 minutes at 37 °C
Prepare washing solution by 21x dilution of washing solution concentrate BUF
WASH 21X by distilled water. Minimal quantity of washing solution should be 250 pl
per well. Wash strips 3 times

6 | Dispense 100 pl of CONJ HRP into the wells. Cover the wells by plate adhesive tape.
Incubate 30 minutes at 37 °C
Wash the strips 5 times.

9 | Dispense 100 ul of SUBS TMB into the wells

10 | Incubate 10-20 minutes at +18...+25 °C

11 | Dispense 100 pl of STOP into the wells.

12 | Measure OD (optical density) at 450 nm.

13 | Set photometer blank on air
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8. QUALITY CONTROL

It is recommended to use control samples according to state and federal regulations.
The use of control samples is advised to assure the day to day validity of results.

The test must be performed exactly as per the manufacturer’s instructions for use.
Moreover the user must strictly adhere to the rules of GLP (Good Laboratory Practice) or
other applicable federal, state, and local standards and/or laws. This is especially relevant
for the use of control reagents. It is important to always include, within the test procedure,
a sufficient number of controls for validating the accuracy and precision of the test.

For the assay to be valid, the following requirements should be met:

1. OD450 for CONTROL+ should be nit 1.5 AU.

2. 0D450 for CONTROL- should not be more than 0.15 AU for all replicates.

3. 0D450 for any CONTROL- replicate should be within 50%-150% of the mean OD450
value for CONTROL-. If any value lies outside this range (although meets requirement #2),
it should be discarded and not used for calculation of the mean OD450 value for CONTROL-

9. CALCULATION OF RESULTS

9.1. Calculate the mean absorbance values (OD450) for CONTROL- in triplicates and
each pair of samples.

9.2. Calculate the cut-off value: (mean OD450 for CONTROL-) +0.2

9.3. Calculate Positivity Index (PI) for each sample:

PI = mean OD450(sample) / Cut-off

10. EXPECTED VALUES

If PI value is greater than 1.1, the result is POSITIVE.

If PI value is less than 0.9, the result is NEGATIVE.

If PI value is between 0.9 and 1.1, the result is EQUIVOCAL. Such samples should
be retested. If the result is equivocal again, a new sample should be obtained 2-4 weeks
later and tested again. If the result remains equivocal, the sample should be considered
negative. Therapeutic consequences should not be based on results of IVD methods alone
- all available clinical and laboratory findings should be used by a physician to elaborate
therapeutic measures.

NOTE: the patients that have received murine monoclonal antibodies for radioimaging
or immunotherapy develop high titered anti-mouse antibodies (HAMA). The presence of
these antibodies may cause false results in the present assay. Sera from HAMA positive
patients should be treated with depleting adsorbents before assaying.
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11. PERFORMANCE CHARACTERISTICS

11.1. Analytical specificity

Specificity of the test was evaluated on 55 serum specimens found negative in DiaSorin
(Italy) and NovaTec (Germany). All tested specimens were found negative. Based on these
data, specificity of the test is 100%

11.2. Analytical sensitivity

The kit Rubella IgM EIA was evaluated using panel of naturally occuring serum and
plasma specimens from Boston Biomedica, Inc (Anti-Rubella Mixed Titer Performance
Panel PTR201)

11.3. Precision

Intra-assay precision is shown below:

Serum, no duplicated value, K w1, % W2, %
1 32 0.598 6.7 5.8
2 32 1.732 6.1 4.8
Inter-assay precision is shown below:
Serum, no duplicated value, K vV, %
1 8 0.631 7.1
2 8 1.82 5.2
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